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DETAILED ACTION 

The receipt is acknowledged of applicants' request for pre-appeal brief request 
filed 01/06/2009. 

In view of the pre-appeal brief request filed 01/06/2009, the prosecution is hereby 
reopened. New grounds of rejections set forth below. 

Claims 11 and 21-24 are pending and included in the prosecution. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 22 and 24 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 22 recites the limitation "the wound" in second line of the claim. There is 
insufficient antecedent basis for this limitation in the claim. 

Claim 22 further recites the limitation "mass" in third line of the claim. There is 
insufficient antecedent basis for this limitation in the claim. 
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Additionally, claim 22 recites the expression "other mass" that does not set forth 
the metes and bounds of the claim. Recourse to the specification does not define 
"mass" or "other mass". 

Regarding claim 24, the claim recites the limitation "the layer" in second line of 
the claim. There is insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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5. Claims 1 1 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 5,360,399 ('399) combined with US 7,354,574 ('574). 

Present claim 1 1 is directed to implant having lumen and having openings in the 
wall and in its lumen comprises composition comprising caprolactone and antimicrobial 
agent. The lumen is circular and the sustained release material is solid. 

US '399 teaches glaucoma drainage tube that is made of plastic and contains 
orifices of fixed sizes and shapes (abstract; col.2, lines 4-9; col. 3, lines 45-57; col.4, 
lines 65-67). Figure 4 shows that lumen is circular and has fixed inner and outer 
dimensions. The tube has lumen containing composition comprising active agent to be 
deliver and escape through the orifices contained in a viscous solution of hyaluronic 
acid and its derivatives (col.4, lines 20-25; col.5, lines 21-40). 

Although US '399 teaches delivery of active agent in viscous medium, however, 
the reference does not teach the active agent delivered from sustained release medium 
that comprises caprolactone and antimicrobial agent as instantly claimed by claim 1 1 . 

US '574 teaches implantable composition for treating ocular diseases (abstract). 
The composition comprises antimicrobial agent (cyclosporine) in polymer matrix of 
polycaprolactone contained in a diffusible walled reservoir providing sustained release 
composition formulated to release non-toxic therapeutic amount of the drug over the 
time (col.2, lines 9-15; col. 3, lines 18-25, 42-48, 56-65). Cyclosporine, beside being 
antimicrobial drug, it slows progress of some ocular diseases and lessens their severity 
because it has immunosuppressive activity (col.4, lines 23-30; col.5, lines 11-13). 
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Therefore, it would have been obvious to one having ordinary skill in the art at 
the time of the invention to provide implant comprising glaucoma drainage plastic tube 
having orifices and contain medium to deliver active agent to the surrounding tissue as 
disclosed by US '399, and replace the medium containing the active agent with the 
formulation comprising polymer matrix of polycaprolactone and cyclosporine that is 
formulated to release non-toxic therapeutic amount of the cyclosporine as disclosed by 
US '574. One would have been motivated to do so because US '574 teaches that 
composition comprises cyclosporine in polycaprolactone matrix provides sustained 
release composition and releases non-toxic therapeutic amount of the cyclosporine over 
the time and because cyclosporine beside being antimicrobial drug, it slows progress of 
some ocular diseases and lessens their severity because it has immunosuppressive 
activity. One would reasonably expected formulating plastic glaucoma drainage tube 
containing orifices and circular lumen containing polycaprolactone matrix comprising 
cyclosporine wherein the matrix provides sustained release of non-toxic doses of 
cyclosporine to provide antimicrobial effect as well as immunosuppressive effect to slow 
progress of some ocular diseases and lessen their severity. 

Regarding the limitation of increase of the degree of opening of the head space 
passage as claimed by claim 1 1, the combined teaching of US '399 and US '574 
provides glaucoma drainage tube having lumen filled with polymer composition 
comprising bioerodible caprolactone, and it is expected that caprolactone will be eroded 
forming the head space passage that increase by time, since material and properties 
are inseparable. 
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6. Claim 22 rejected under 35 U.S.C. 103(a) as being unpatentable over the 
combination of US '399 and US '574 and further in view of US 4,743,255 ('255). 

The combined teaching of US '399 and US '574 are previously discussed as set 
forth in this office action. 

However, the references do not teach radiologically detectable marker material 
as claimed by claim 22. 

US '255 teaches intraocular implantable material that can be incorporated with 
radio-opaque marker material for follow up using simple radiological technique without 
resorting to complex imaging techniques (col.1, line 64-col.2, line 2). 

Therefore, it would have been obvious to one having ordinary skill in the art at 
the time of the invention to provide implant comprising glaucoma drainage plastic tube 
having orifices containing sustained release polycaprolactone formulation comprising 
cyclosporine as disclosed by the combined teachings of US '399 and US '574, and 
further add radio-opaque material that can be detected by radiology to the implant as 
disclosed by US '255. One would have been motivated to do so because US '255 
teaches that radio-opaque marker material helps follow up using simple radiological 
technique without resorting to complex imaging techniques. One would have reasonably 
expected formulating implant comprising glaucoma drainage plastic tube containing 
sustained release polycaprolactone formulation comprising cyclosporine and radio- 
opaque marker material that helps follow up by simple radiology technique. 
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7. Claim 23 is rejected under 35 U.S.C. 103(a) as being unpatentable over the 
combination of US '399 and US '574 and further in view of US 6,692,759 (759). 

The combined teaching of US '399 and US '574 are previously discussed as set 
forth in this office action. 

However, the references do not teach layered sustained release material as 
claimed by claim 23. 

US '759 teaches ocular implantable devices for sustained release of active 
substances including antimicrobial agents to tissues adjacent to the area of implantation 
(abstract; col. 3, lines 32-38; col. 5, lines 17-20; col. 8, lines 45-64). The implant is multi- 
layered to deliver two or more active agents to reach different surrounding regions and 
particularly useful for delivering two or more active substances (col. 6, lines 58-63; col. 9, 
lines 26-30). 

Therefore, it would have been obvious to one having ordinary skill in the art at 
the time of the invention to provide implant comprising glaucoma drainage plastic tube 
having orifices containing sustained release polycaprolactone matrix comprising 
antimicrobial agent as disclosed by the combined teachings of US '399 and US '574, 
and further formulate the matrix into multilayered matrix as disclosed by US '759. One 
would have been motivated to do so because US '759 teaches that multi-layered 
implantable delivery device is particularly useful for delivering one or more active 
substances to the surrounding regions. One would have reasonably expected 
formulating implant comprising glaucoma drainage plastic tube containing multi-layered 
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sustained release polycaprolactone matrix comprising more than one active agent to 
provide more than one beneficial agent to the surrounding regions to patient in need. 

8. Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over the 
combination of US '399 and US '574 and further in view of US 5,512,055 ('055). 

The combined teaching of US '399 and US '574 are previously discussed as set 
forth in this office action. 

However, the references do not teach coated implant as claimed by claim 24. 

US '055 teaches coated implant comprising polymer and anti-infective agent to 
decrease the infection in the tissue surrounding the implant by sustained release of the 
anti-infective agent (col. 5, lines 25-34). 

Therefore, it would have been obvious to one having ordinary skill in the art at 
the time of the invention to provide implant comprising glaucoma drainage plastic tube 
having orifices containing sustained release polycaprolactone formulation comprising 
antimicrobial agent as disclosed by the combined teachings of US '399 and US '574, 
and further coat the composition onto the implant as disclosed by US '055. One would 
have been motivated to do so because US '055 teaches that polymer coating of implant 
comprising anti-infective agent will decrease the infection in the tissue surrounding the 
implant by sustained release of the anti-infective agent. One would have reasonably 
expected formulating implant comprising glaucoma drainage plastic tube coated with 
sustained release polycaprolactone formulation comprising anti-infective agent to 
decrease the infection in the tissue surrounding the implant. 
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Response to Arguments 

9. Applicant's arguments filed 01/06/2009 have been fully considered but they are 
not persuasive. 

Applicants argue that US '399 teaches hydraulic expansion and traumatic 
opening of the upstream tissue of the Schlemm's canal and does not teach having the 
device itself pierce the upstream tissue of the Schlemm's canal, therefore, the 
apparatus itself does not facilitate reduction of intraocular pressure by allowing the fluids 
to flow through the glaucoma shunt to a different area of the eye. The reference teaches 
that the tubes are removed once the opening of the upstream tissue has been 
completed. 

In response to this argument, applicants' attention is directed to the scope of the 
present claims that is drawn to product, and all the elements of the product is taught by 
the combined teaching of US '399 and US '574 as instantly presented. The present 
claims are directed to implant having lumen and having openings in the wall and in its 
lumen comprises composition comprising polycaprolactone and antimicrobial agent, and 
the combination of the references teach all the limitations required by the claims. 
Applicants' argument is directed to the intended use of the tube and its duration of use. 
It is further argued that a recitation of the intended use of the claimed invention must 
result in a structural difference between the claimed invention and the prior art in order 
to patentably distinguish the claimed invention from the prior art. If the prior art 
structure is capable of performing the intended use, then it meets the claim. In the 
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instant case, US '399 is capable to perform the same function required by applicants 
which is maintaining the intraocular pressure. 

1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Isis A. Ghali whose telephone number is (571) 272- 
0595. The examiner can normally be reached on Monday-Thursday, 6:30 AM to 5:00 
PM. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sharmila Landau can be reached on (571) 272-0614. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Isis A Ghali/ 

Primary Examiner, Art Unit 1 61 1 

IG 



